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DETAILED ACTION 

+ 

Information Disclosure Statement 

» 

1 . The information disclosure statements (IDS) submitted on 23 September 
2003 and 24 December 2003 are acknowledged. The submissions are in 
compliance with the provisions of 37 CFR 1.97. Accordingly, the information 
disclosure statements are being considered by the examiner. 

Claim Objections 

2. Claims 13, 18-19 are objected to because of the following informalities: 

■ 

On lines 4-5 of Claim 13 and on line 3 of Claim 18 it reads "portions of thereof 
and should be changed to -portions thereof--. On line 7 of Claim 19 it reads 
"anuerysm" and should read -aneurysm-. Appropriate correction is required. 

Claim Rejections - 35 USC §102 

3. The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

4. Claims 1-2, 6-9, 19, and 22 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Engelson (U.S. Patent No. 5,749,894). 
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Claims 1-2 and 19 : Engelson discloses deploying a vaso-occlusive device 220 
at a target site comprising one of an aneurysm 200, a blood vessel lumen, and a 
fistula in a vasculature of a body and delivering energy from a source outside the 
body to thereby heat the vaso-occlusive device at the target site, thereby heating 
blood or tissue in the aneurysm (Figures 10A-12C and col. 8, lines 11-67 to col. 
9, lines 1-43). 

Claims 6 and 22 : Engelson discloses the source comprising a radio frequency 
device (col.1 , lines 4-17 and col. 6, lines 1-10). 

Claims 7-9 : Engelson discloses providing a bioactive agent carried by the 
vaso-occlusive device, wherein the bioactive agent is released and activated at 
the treatment site when the vaso-occlusive device is heated, the delivered 
heating energy causing a coating on the vaso-occlusive device to at least 
partially melt or soften, thereby releasing the bioactive agent (col. 9, lines 20-37). 

Claim Rejections • 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

6. Claims 3, 10, and. 12-13 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Engelson (U.S. Patent No. 5,749,894) in view of Yamasaki 
(U.S. Pub. No. 20040215124). 
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Claim 3 : Engelson discloses the claimed invention except for the source 
comprising a magnetic resonance device. 

Yamasaki teaches a method and apparatus for aneurismal treatment 
using a heating source comprising a magnetic resonance device (page 7, 
paragraph 88). It would have been obvious to one of ordinary skill in the art at 
the time of invention to provide a magnetic resonance device as a source, as 

« 

taught by Yamasaki, to Engelson since it was known in the art that an MRI 
source yields higher temperature to effectively heat materials that are commonly 
used in vaso-occlusive devices that absorb MRI and radiofrequency energy. 

Claim 10 : Engelson discloses the claimed invention including deploying a 

« 

vaso-occlusive device at a target site in a body and heating a highly resistive 
element in the vaso-occlusive device, except for positioning the body in a 
magnetic resonance imaging ("MRI") device, and activating the MRI device to 
apply a variable magnetic field to the body. 

Yamasaki teaches for positioning the body in a magnetic resonance 
imaging ("MRI") device, and activating the MRI device to apply a variable 
magnetic field to the body, which would thereby heat a highly resistive element in 
the vaso-occlusive device (page 7, paragraph 88). It would have been obvious to 
one of ordinary skill in the art at the time of invention to provide a magnetic 

* 

resonance device as a source, as taught by Yamasaki, to Engelson since it was 
known in the art that an MRI source yields higher temperature to effectively heat 
materials that are commonly used in vaso-occlusive devices that absorb MRI and 
radiofrequency energy. 
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Claims 12-13 : Engelson discloses the vaso-occlusive device being sufficiently 
heated by application of magnetic field energy to at least partially melt or soften a 
coating on the vaso-occlusive device, thereby releasing or activating a bioactive 
agent carried by the device and to at least partially melt and fuse together 
portions thereof to stabilize the vaso-occlusive device in the three-dimensional 
shape (col. 9, lines 20-37). 

7. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Engelson (U.S. Patent No. 5,749,894) and Yamasaki (U.S. Pub. No. 
20040215124), as applied to Claim 3 above, and further in view of Ken (U.S. 
Patent No. 5,853,418). 

Claim 4 : Engelson and Yamasaki disclose the claimed invention except for the 
vaso-occlusive device comprising a ferrous material. 

Ken teaches a vaso-occlusive device comprising a ferrous material which 
are very sturdy alloys and tolerate significant flexing (col. 4, lines 61-67 to col. 5, 
lines 1-10). It would have been obvious to one of ordinary skill in the art at the 
time of invention to provide a ferrous material for the vaso-occlusive device, as 
taught by Ken, to Engelson and Yamasaki in order for the device to tolerate 
significant flexing. 

8. Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Engelson (U.S. Patent No. 5,749,894), as applied to Claim 19 above, and further 
in view of Ken (U.S. Patent No. 5,853,418). 
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Claim 20 : Engelson discloses the claimed invention except for the vaso- 
occlusive device comprising a ferrous material. 

Ken teaches a vaso-occlusive device comprising a ferrous material which 
are very sturdy alloys and tolerate significant flexing (col. 4, lines 61-67 to col. 5, 
lines 1-10). It would have been obvious to one of ordinary skill in the art at the 
time of invention to provide a ferrous material for the vaso-occlusive device, as 
taught by Ken, to Engelson in order for the device to tolerate significant flexing. 

9. Claims 5 and 21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Engelson (U.S. Patent No. 5,749,894) as applied to Claims 1 
and 19 above, and further in view of Maitland (U.S. Patent No. 6,740,094). 
Claims 5 and 21 : Engelson discloses the claimed invention except for the 
source comprising an ultrasound device acoustically coupled to an exterior of the 
body. 

Maitland teaches a source comprising an ultrasound device acoustically 
coupled to an exterior of a body, which allows for both local or remote heating 
(col. 6, lines 26-57). It would have been obvious to one of ordinary skill in the art 
at the time of invention to provide an ultrasound device source, as taught by 
Maitland, to Engelson in order to allow for both local or remote heating and since 
it was known in the art that acoustic/ultrasound waves effectively heat materials 
that are commonly used in vaso-occlusive devices that absorb ultrasonic energy. 
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10. Claim 1 1 is rejected under 35 U.S. C. 103(a) as being unpatentable over 
Engelson (U.S. Patent No. 5,749,894) and Yamasaki (U.S. Pub. No. 
20040215124), as applied to Claim 10 above, and further in view of Lennox 
(U.S. Patent No. 5,405,322). 

* 

Claim 11 : Engelson and Yamasaki disclose the claimed invention including 
being heated by application of magnetic field energy, except for being sufficiently 
heated to cause coagulation of blood at the target site. 

Lennox teaches a method for treating aneurysms using a thermal source 
for a body to be sufficiently heated to cause coagulation of blood at the target site 
in order to form fibrous scar tissue in the weakened aneurysm wall and reduces 
compliance and arrest aneurysm formation (col. 4, lines 13-25). It would have 
been obvious to one of ordinary skill in the art at the time of invention to provide 
heat to cause coagulation of blood at the target site, as taught by Lennox, to 
Engelson and Yamasaki in order to form fibrous scar tissue in the weakened 
aneurysm wall and reduces compliance and arrest aneurysm formation. 

11. Claims 14-15 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ken (U.S. Patent No. 5,853,418) in view of Yamasaki (U.S. Pub. No. 
20040215124). 

Claims 14-15 : Ken discloses the claimed invention, including deploying a 
vaso-occlusive device 318 in an aneurysm 314, the device including a highly 
conductive coil forming a lumen and formed of platinum, and a highly resistive 
element at least partially disposed in the lumen and comprising ferrous 
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(containing iron) material and heating the highly resistive element, and, by way of 
convective heat transfer from the highly resistive element, heating the coil 
(Figures 11A-11D, col. 4, lines 47-67 to col. 5, lines 1-10, col. 9, lines 16-43), 
except for applying magnetic field energy to the device from a source located 
outside of the body. 

Yamasaki teaches applying magnetic field energy to a device from a 
source located outside of the body (page 7, paragraph 88). It would have been 
obvious to one of ordinary skill in the art at the time of invention to provide a 
magnetic resonance device as a source, as taught by Yamasaki, to Ken since it 
was known in the art that an MRI source yields higher temperature to effectively 
heat materials that are commonly used in vaso-occlusive devices that absorb 
MRI and radiofrequency energy. 

12. Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ken (U.S. Patent No. 5,853,418) and Yamasaki (U.S. Pub. No. 20040215124), 
as applied to Claim 14 above, and further in view of Lennox (U.S. Patent No. 
5,405,322). 

Claim 16 : Ken and Yamasaki disclose the claimed device except for the coil 
being sufficiently heated to cause blood coagulation in the aneurysm. 

Lennox teaches a method for treating aneurysms using a thermal source 
for a body to be sufficiently heated to cause coagulation of blood at the target site 
in order to form fibrous scar tissue in the weakened aneurysm wall and reduces 
compliance and arrest aneurysm formation (col. 4, lines 13-25). It would have 
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been obvious to one of ordinary skill in the art at the time of invention to provide 
heat to cause coagulation of blood at the target site, as taught by Lennox, to Ken 
and Yamasaki in order to form fibrous scar tissue in the weakened aneurysm wall 
and reduces compliance and arrest aneurysm formation. 

13. Claims 17-18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ken (U.S. Patent No. 5,853,418) and Yamasaki (U.S. Pub. No. 
20040215124), as applied to Claim 14, and further in view of Engelson (U.S. 
Patent No. 5,749,894). 

Claims 17-18 : Ken and Yamasaki disclose the claimed device including the 
coil being deployed in the aneurysm in a three-dimensional shape, except for the 
coil being sufficiently heated to at least partially melt or soften a coating on the 
coil, thereby releasing or activating a bioactive agent, and at least partially 
melting and fusing together portions thereof to stabilize the coil in the three- 
dimensional shape. 

Engelson teaches a coil being sufficiently heated to at least partially melt 
or soften a coating on the coil, thereby releasing or activating a bioactive agent, 
and at least partially melting and fusing together portions thereof to stabilize the 
coil in the three-dimensional shape (col. 9, lines 20-37). It would have been 
obvious to one of ordinary skill in the art at the time of invention to modify Ken 
and Yamasaki by providing the melting of a coating on the coil to release or 
activate a bioactive agent, as taught by Engelson, since it was known in the art 
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that bioactive agents may have beneficial antimicrobial, anti-cancer, or antiviral 

■ 

effects which are commonly released or activated by heat. 

, * 

Conclusion 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Diane Yabut whose telephone number is 
(571) 272-6831. The examiner can normally be reached on M-F: 9AM-4PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Michael Hayes can be reached on (571) 272-4959. The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 

♦ 

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 
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